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DETAILED ACTION 



Election/Restrictions 

1 . Applicant’s election of the invention of Group I in the reply filed on December 12, 
2006 is acknowledged. Because applicant did not distinctly and specifically point out 
the supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

Specification 

2. The disclosure is objected to because of the following informalities: the missing 
information on line 34 of page 17 must be supplied. 

Appropriate correction is required. 



Claim Rejections - 35 USC §102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-9, 11, 12, 15-23, 25, 26 and 29-32 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Kuzma et al. (Pub. No. US 2003/0125785). 

Regarding claim 1 , Kuzma et al. disclose a cochlear implant device 10 
comprising an elongate member comprising a first insertable portion 20, at least one 
second portion 30 at least partially supported by the first portion, and movable relative 
to the first portion such that a distal end of the second portion is moved away from a 
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proximal end of the first portion (see Fig. 2B). It should be noted that what is 
considered a first portion and a second portion is relative and arbitrary. 

Regarding claim 4, as one could consider element 30 to be a first portion and 
element 20 to be a second portion, the first portion is substantially tubular as shown in 
Fig. 7A. In any event, element 12 is considered substantially tubular. Furthermore, 
element 20 by virtue of the conductors traveling from the proximal end to the distal end 
electrodes requires at least a lumen to accommodate the wires and is thus considered 
to be substantially tubular. 

Regarding claim 6, one can say that once implanted, the shape and configuration 
of the first portion 20 does not substantially change. Whether the shape of the first or 
second portion changes on insertion is relative to how far the device is inserted. 

Regarding claim 7, one can say that the second portion of Kuzma et al. adopts a 
different configuration to that of the first portion electrode array when it is removed from 
the cochlea, leaving the first portion in a shape mimicking the cochlea. Lacking specific 
structural recitations, many other interpretations are possible. 

Regarding claims 1 1 and 12, as stated above, the selection of a first or a second 
portion is arbitrary. In rejecting claim 1 1 , the examiner will consider element 20 to be a 
second portion and element 30 to be a first portion, and vice versa for claim 12. 

The rejections of claims 15-23, 25, 26 and 29-31 parallel the rejections of claims 
1-9, 11 and 12. 

Regarding claim 32, the examiner considers element 30 to be non-tissue 
stimulating. 

5. Claims 1-4, 6, 7, 9, 11-23, 25-32 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hansen et al. (Pat. No. 4,261,372). 

Regarding claim 1, Hansen et al. disclose a cochlear implant comprising an 
elongate member comprising a first insertable portion 5, 7, 8, at least one second 
portion 6 at least partially supported by the first portion, and movable relative to the first 
portion such that a distal end of the second portion is moved away from a proximal end 
of the first portion (whether the first and second portion move relative to one another 
and the direction of movement are immaterial to the rejection of the apparatus claim 
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since the ‘372 device is capable of performing such movement). It should be noted that 
what is considered a first portion and a second portion is relative and arbitrary. 

Regarding claim 6, following insertion, the shape or configuration of the first 
portion does not substantially change since it is confined by the walls of the cochlea. 

Regarding claim 7, given that the prongs of the Hansen et al. device are intended 
for different portions of the cochlea and since the curvature of the cochlea varies along 
its length, each portion or prong will adopt a different configuration. 

Regarding claim 9, as shown in Figs. 2 and 3, the diameter of the distal tip 16 
decreases. The intended use of the changing diameter (i.e., to provide a region of 
friction) was considered, but lacking sufficient structural recitation, failed to saliently 
distinguish over apparatus that meets the recited structural limitations. 

Regarding claim 14, the examiner considers the electrode sets 5b and 6b to be in 
substantial alignment in the sense that they are both lined up on the same side of the 
first and second elongate portions and in the same plane. Further, one could argue that 
depending on one’s perspective, the electrodes may be substantially aligned. 

The rejection of claims 15-23 and 25-31 either parallel the rejection of similarly 
worded claims discussed above, or are clearly established by the reference itself. 

Regarding claim 32, the examiner considers the first portion to be non-tissue 
stimulating in areas absent the electrodes. Also, one can say that the first portion is 
non-tissue stimulating when no stimulation energy is being transmitted to the 
electrodes. 

Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 10 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kuzma et al. ‘785 in view of Kuzma et al. (Pat. No. 6,309,410). 
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Kuzma et al. 785 do not discuss the use of an elongate member with a channel 
or reservoir for the delivery of at least one bioactive substance. Kuzma et al. ‘410, 
however, do disclose such a feature for delivering drugs deep into the cochlea (see col. 
6, lines 3-1 7). The advantages of allowing drug treatment of select areas of the cochlea 
are obvious. Whether or not a device incorporates such a delivery system is clearly 
dependent upon the particulars of the individual under treatment. To include such a 
feature on the 785 invention would have therefore been considered a matter of obvious 
design to those looking to maximize treatment effectiveness in view of the ‘41 0 patent. 



Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kennedy Schaetzle whose telephone number is 571 

272- 4954. The examiner can normally be reached on M-F from 9:30 -6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Robert E. Pezzuto can be reached on M-F at 571 272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 



system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



KJS 

February 14, 2007 




KENN^DX ?chaetzle 
primary&xaminer 



